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EMA Assessment report EMA/369136/2020

Questions and answers for marketing authorisation holders/applicants on the CHMP Opinion for the Article 5(3) of
Regulation (EC) No 726/2004 referral on nitrosamine impurities in human medicinal products EMA/409815/2020 Rev.17

N-Nitrosamines in active substances EP 2.5.42

Control of Nitrosamine Impurities in Human Drugs FDA Guidance for Industry

Nitrosamine Impurities USP <1469>
ICH
Assessment and Control of DNA reactive (Mutagenic) impurities in pharmaceuticals to limit potential carcinogenic risk ICH M7(R1)
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Cell Banking Services * Virology Services * Facility & Process Validation
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Chemistry * Biochemistry * Molecular & Cell Biology * Microbiology Froduct TeStlng

Stability Testing & Storage * Primary & Secondary Package Testing PSS Insourcing Solutions® www.eurofins.com/BPT
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